Click for full Prescribing Information including BOXED WARNING for
ELLENCE- epirubicin hydrochloride injection, solution

Pfizer Inc.
275 North Field Drive P zer

Lake Forest, IL 60045 Hospital

April 28, 2025

Product NDC and Vial Presentation Changes
Dear Valued Customer,

Pfizer Hospital is pleased to share the NDC and vial presentation changes for Ellence®
(epirubicin hydrochloride injection) 50 mg/25 mL (2 mg/mL) Single Dose Vial and Ellence®
(epirubicin hydrochloride injection) 200 mg/ 100 mL (2 mg/mL) Single Dose Vial are now
available at wholesalers and distributors (please note locational inventory may vary).

While there are differences in NDCs and vial presentations, as detailed in the Product Information
table below, please note there are no changes to unit of use prices, unit of sale sizes, or
indications. Please keep in mind that as we transition to the new NDCs, 00009-5091-25 and
00009-5093-10, both labels may be in the marketplace temporarily.

340B INVENTORY REPLENISHMENT

Pfizer recognizes that a product transitioning to a new NDC number can impact product inventory
accumulations for 340B covered entities. The Product Table below outlines both the existing and
new NDCs. Because the new NDCs are for the same product (drug, dosage form, and package
size), and have the same 340B price as the corresponding existing NDCs, eligible 340B covered
entities may use a 340B compliant inventory replenishment model to transfer accumulations of
the old NDCs towards replenishment of equal quantities of the corresponding new NDCs.

TRANSITION TABLE

NEW NDC INFORMATION
. Unit of
Unit of Sale .
) Ordering & o Sale
NDC Being L . Product Description
Made Available SR TpAnE P?Ck
Size
Ellence® (epirubicin hydrochloride
) ) ) ) Wholesaler & injection) 50 mg/25 mL (2 mg/mL)
00009-5091-01 | 00009-5091-25 Distributor Onco-Tain® Single Dose Glass Fliptop 1
Vial
Ellence® (epirubicin hydrochloride
) ) ) ) Wholesaler & injection) 200 mg/ 100 mL
00009-5093-01 00009-5093-10 Distributor (2 mg/mL) Onco-Tain® Single Dose L
Glass Fliptop Vial

For more information on recent Pfizer Hospital product NDC changes, visit PfizerHospitalUS.com/ndc-changes.

Wholesaler numbers and barcodes have been included below for ordering the new NDC
presentations.



https://labeling.pfizer.com/ShowLabeling.aspx?id=657
https://www.pfizerhospitalus.com/ndc-changes

WHOLESALER NUMBER TABLE

NEW NDC Wholesaler Numbers
N2 Morris &
Product Description Unit of Cardinal Cencora McKesson ;
Dickson
Sale NDC
Ellence® (epirubicin
hydrochloride injection) 00009-
50 mg/25 mL (2 mg/mL) 5091.25 5980479 10298955 3025483 605758
oo -
Onco-Tain® Single Dose
Glass Fliptop Vial
Ellence® (epirubicin
hydrochloride injection)
200 mg/ 100 mL 00009-
(2 mg/mL) Onco-Tain® 5093-10 5980487 10298981 3025491 605766
Single Dose Glass
Fliptop Vial

BARCODES - NEW NDCs

Ellence® (epirubicin hydrochloride injection)
50 mg/25 mL (2 mg/mL) Onco-Tain® Single Dose
Glass Fliptop Vial

“ Unit of Sae“ ‘ ‘

00300095091250

Ellence® (epirubicin hydrochloride injection)
50 mg/25 mL (2 mg/mL) Onco-Tain® Single Dose
Glass Fliptop Vial

“ Unit of Use‘ ‘ ‘ ‘

10300095091257

Ellence® (epirubicin hydrochloride injection)
200 mg/ 100 mL (2 mg/mL) Onco-Tain® Single Dose
Glass Fliptop Vial

“ Unit of Sale ‘ ‘

00300095093100

Ellence® (epirubicin hydrochloride injection)
200 mg/ 100 mL (2 mg/mL) Onco-Tain® Single Dose
Glass Fliptop Vial

“ Unit of Use ‘ ‘

10300095093107

PRODUCT INFORMATION: Ellence® (epirubicin hydrochloride injection) 50 mg/25 mL

(2 mg/mL) Single Dose Vial

CATEGORY

Ellence® (epirubicin hydrochloride injection)

NEW

Product Ellence® (epirubicin hydrochloride injection)
Desgri;gon 50 mg/25 mL (2 mg/mL) CYTOSAFE® Single 50 mg/25 mL (2 mg/mL) Onco-Tain® Single
Dose Vial Dose Glass Fliptop Vial
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Vial Material

Plastic

Glass

Vial Features

Unbreakable polypropylene vial
Does not break or leak

Slip-resistant plastic

Can be incinerated to CO2 and water
Semi-transparent

e Reinforced PVC bottom to resist
shattering

e  Shrink-wrapped in plastic to eliminate
possible cytotoxic residue

e Clear/transparent

Shipper
Label

Unavailable

Rx only ELLENCER® {epirubicin hydrochloride injection)

50 MG/25 ML (2 MG/ML)

CASE PACK: 126 X 1

NDC: 0009-5091-25

Store refrigerated between 2°C to 8°C (36°F to 46°F).
DO NOT FREEZE. PROTECT FROM LIGHT.

EXP: 2026/10/31 LOT: IR18101D  QTY: 0126
(17)261031(10)IR18101D(30)0126

Distributed by
Pharmacia & Upjchn Company LLC
A Subsidiary of Pfizer Inc

New York, NY 10001

(01)50300095

“Made in XXXXX" COO information to be printed online”

)123456789101

091255(21

Mfg Lic.No. : GUJI-DRUGS/G/28/1267

2099897

PRODUCT INFORMATION: Ellence® (epirubicin hydrochloride Injection)
200 mg/ 100 mL (2 mg/mL) Single Dose Vial

CATEGORY

Ellence® (epirubicin hydrochloride injection) 200

NEW

Ellence® (epirubicin hydrochloride injection) 200

NDC

00009-5093-01

D:;grcij:tci;n mg/ 100 mL (2 mg/mL) CYTOSAFE® Single mg/ 100 mL (2 mg/mL)
Dose Vial Onco-Tain® Single Dose Glass Fliptop Vial
Unit of Sale

00009-5093-10
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Vial Material Plastic Glass

e Unbreakable polypropylene vial e Reinforced PVC bottom to resist

e Does not break or leak shattering
Vial Features | e  Slip-resistant plastic e  Shrink-wrapped in plastic to eliminate

e Can be incinerated to CO2 and water possible cytotoxic residue

e Semi-transparent e Clear/transparent

Shipper
Label

Unavailable

Rx only ELLENCE® (epirubicin hydrochloride injection)

1 200 MG/100 ML (2 MG/ML)
CASE PACK: 60 X 1
NDC: 0009-5093-10

Store refrigerated between 2°C to B°C (36°F to 46°F).
DO NOT FREEZE. PROTECT FROM LIGHT.

EXP: 2026/10/31  LOT: IR18101D QTyY: 60

(17)261031(10)IR18101D(30)60
(01)5030009 3456789101

Distributed by
5093105(21)12:
“Made in XXXXX" COO information to be printed online”

Pharmacia & Upjohn Company LLG
A Subsidiary of Pfizer Inc
New York, NY 10001

Mig.Lic.No. | GUJ-DRUGSIGI28/1267

2099898




Feel free to contact your local wholesaler with your updated forecast for these products.

Contact your sales representative or your account executive for any other questions. For medical
inquiries, please contact Pfizer Medical Information at 1-800-438-1985.

Thank you,
Nicholas Pappas

Portfolio Director, Anti-Infectives, SOD, Oncology & Micronutrients
U.S. Hospital
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